
115 

Food and Drug Administration, HHS § 516.171 

submit a report containing the fol-
lowing: 

(i) The distributor’s current product 
labeling. This must be identical to that 
in the index listing except for a dif-
ferent and suitable proprietary name 
(if used) and the name and address of 
the distributor. The name and address 
of the distributor must be preceded by 
an appropriate qualifying phrase such 
as ‘‘manufactured for’’ or ‘‘distributed 
by.’’ 

(ii) A signed statement by the dis-
tributor stating: 

(A) The category of the distributor’s 
operations (e.g., wholesale or retail); 

(B) That the distributor will dis-
tribute the drug only under the indexed 
drug labeling; 

(C) That the distributor will promote 
the indexed drug only for use under the 
conditions stated in the index listing; 
and 

(D) If the indexed drug is a prescrip-
tion new animal drug, that the dis-
tributor is regularly and lawfully en-
gaged in the distribution or dispensing 
of prescription products. 

(5) Other reporting. FDA may by order 
require that a holder submit informa-
tion in addition to that required by 
this section or that the holder submit 
the same information but at different 
times or reporting periods. 

§ 516.167 Removal from the index. 
(a) After due notice to the holder of 

the index listing and an opportunity 
for an informal conference as described 
in § 516.123, FDA shall remove a new 
animal drug from the index if FDA 
finds that: 

(1) The same drug in the same dosage 
form for the same intended use has 
been approved or conditionally ap-
proved; 

(2) The expert panel failed to meet 
the requirements in § 516.141; 

(3) On the basis of new information 
before FDA, evaluated together with 
the evidence available to FDA when 
the new animal drug was listed in the 
index, the benefits of using the new 
animal drug for the indexed use do not 
outweigh its risks to the target ani-
mal, taking into account the harm 
caused by the absence of an approved 
or conditionally-approved new animal 
drug for the minor species in question; 

(4) Any of the conditions in 
§ 516.133(a)(2), (5), or (6) are present; 

(5) The manufacture of the new ani-
mal drug is not in accordance with cur-
rent good manufacturing practices; 

(6) The labeling, distribution, or pro-
motion of the new animal drug is not 
in accordance with the index listing; 

(7) The conditions and limitations of 
use associated with the index listing 
have not been followed; or 

(8) Any information used to support 
the request for addition to the index 
contains any untrue statement of ma-
terial fact. 

(b) The agency may partially remove 
an indexing listing if, in the opinion of 
the agency, such partial removal would 
satisfactorily resolve a safety or effec-
tiveness issue otherwise warranting re-
moval of the listing under section 
572(f)(1)(B) of the act. 

(c) FDA may immediately suspend a 
new animal drug from the index if FDA 
determines that there is a reasonable 
probability that the use of the drug 
would present a risk to the health of 
humans or other animals. The agency 
will subsequently provide due notice 
and an opportunity for an informal 
conference as described in § 516.123. 

(d) A decision of FDA to remove a 
new animal drug from the index fol-
lowing an informal conference, if any, 
shall constitute final agency action 
subject to judicial review. 

§ 516.171 Confidentiality of data and 
information in an index file. 

(a) For purposes of this section, the 
index file includes all data and infor-
mation submitted to or incorporated 
by reference into the index file, such as 
data and information related to inves-
tigational use exemptions under 
§ 516.125, requests for determination of 
eligibility for indexing, requests for ad-
dition to the index, modifications to 
indexed drugs, changes in ownership, 
reports submitted under § 516.165, and 
master files. The availability for public 
disclosure of any record in the index 
file shall be handled in accordance with 
the provisions of this section. 

(b) The existence of an index file will 
not be disclosed by FDA before an 
index listing has been made public by 
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